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Device Name: 

Common Name: 
Classification: Glucose Test System, Class I1 per 21 CFR 862.1345 

MediSense Precision PCx Point of Care Management System for Blood 
Glucose Testing 
Blood Glucose Testing System 

Predicate Devices: 

Precision PCx Point of Care Management System for Blood Glucose Testing (K982303) that 
uses the MediSense blood glucose test strip cleared under K971812. 

Description: 

The Precision PCx Point of Care Management System for Blood Glucose Testing utilizes 
amperometric biosensor technology to generate a current. The size of the current is 
proportional to the amount of glucose present in the sample providing a quantitative measure 
of glucose in whole blood and control solutions. 

Intended Use: 

The Precision PCx Point of Care Management System for Blood Glucose Testing is intended 
for in vitro diagnostic use (i.e. for external use only) for the quantitative measurement of 
glucose in fresh capillary whole blood. The Precision PCx Point of Care Management System 
for Blood Glucose Testing is for home (lay user) or professional use. The PCx Point of Care 
Management System for Blood Glucose Testing is for monitoring blood glucose concentration 
in patients with diabetes mellitus or other conditions. 

Healthcare professionals may also use the product for the quantitative measurement of glucose 
in venous, arterial or neonatal whole blood, provided the sample is used within 30 minutes. 

Comparison to Predicate Device: 

The changes to the Precision PCx Point of Care Management System for Blood Glucose 
Testing do not affect the technological characteristics or the intended use of the predicate 
Precision PCx Point of Care Management System (K982303) when using the test strips 
described in K97 18 12. 
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INDICATIONS FOR USE 

510(k) Number (if known): 117 771 
Device Name: MediSense Precision PCx Point of Care Management System for Blood 

Glucose Testing 

Indications For Use: 

The MediSense Precision PCx Point of Care Management System for Blood Glucose is 
intended for the in vitro diagnostic use (Le. for external use only) for the quantitative 
measurement of glucose in fresh capillary whole blood. The MediSense Precision PCx 
Point of Care Management System is for home (lay user) or professional use. The PCx 
Pointof Care Management System for Blood Glucose Testing is for monitoring blood 
glucose concentration in patients with diabetes mellitus or other conditions. 

The product may also be used by healthcare professionals for the quantitative 
measurement of glucose in venous, arterial, or neonatal whole blood, provided that the 
sample is used within 30 minutes. 

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED.) 

Concurrence of CDRH, Office of Device Evaluation (ODE) 

Prescription Use or Over-The-Counter Use r /  
(Per21 CFR801.108) 
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